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Applicant's election without traverse of Group I, claims 1-16 in the reply filed on 
9/10/09 is acknowledged. Priority is granted to 9/5/2003. No brief description of the 
drawings is found in the specification. 

Newly submitted claim 21 is directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: 

New claims 21 is directed to a medicament which is an unrelated invention to the 
elected method. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claim 21 is withdrawn from consideration as 
being directed to a non-elected invention. See 37 CFR 1 .142(b) and MPEP § 821 .03. 

No point of novelty is seen in the specification. On page 4 lines 29-31 a method 
of studying dynamical processes based on patterns, such as drug intervention routes, 
can be monitored and evaluated in a multidimensional way. It is conventional in treating 
a number of common progressive or difficult disorders that require multiple drugs, such 
as high blood pressure, cancer, osteoporosis and diabetes for example, samples from 
the patient are tested to determine the effect of the treatment and the treatment is 
altered accordingly. The nature of the drugs employed, be they natural or synthetic 
products, or the method of determining the samples such as mass spec, does not lend 
patentability to the method. Interpreting multiple variables statistically with multivariate 
analysis is old. 
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The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-16 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-26 of 
copending Application No. 10/570,505. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the claims of '505 are directed 
to a natural product and the present claims are directed to a synthetic product. No 
patentable distinction is seen regarding the products because no patentability resides in 
the samples. 

This is a provisional obviousness-type double patenting rejection because the 



conflicting claims have not in fact been patented. 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was l<nown or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 1-16 are rejected under 35 U.S.C. 102(a) as being anticipated by Afeyan. 

Afeyan (2005/0273275) entitled "Method and System for Profiling Biological 
Systems" with a common Invention, no apparent assignee, and a priority date of 
8/13/2001 , teaches in paragraphs 4 and 5, developing drugs for diseases with multiple 
biomarkers and profiling with mass spec. In paragraph 6 multivariate analysis of the 
data is performed. See the claims. 

All of the features of the claims are taught by Afeyan for the same function as 
claimed. 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill In the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the Invention was made. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant Is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Borisy. 

Borisy (2003/0096309) entitled "Screening System for Identifying Drug-Drug 
Interactions and Methods of Use Thereof teaches on page 10 Example 3 and Table 1 , 
identification of combinations of drugs to treat proliferation are is performed by 
analyzing the data to best determine combinations effective to inhibit lung cancer cells. 
In paragraph 57 various types of assay measurements are listed. 

The claims differ from Borisy in that they specify the samples are tested with 
mass spec. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to test the samples of Borisy with mass spec because Borisy shows testing 
with cytotoxic assays, antibodies, gene assays, FRET, fluorescence microscopy, 
expression profiling and others. Employing mass spec for its art recognized function 
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with tine expected results would have been obvious. No novelty is seen in any of the 
presently claimed types of assays. 



The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of the invention, and of the manner and process of 
mal<ing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-16 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The claims are directed to determining an effect of more than one synthetic drug 
on the profile of a disease by comparing effects of samples to controls and performing 
multivariate analysis. On page 13 of the specification the single example shows three 
unknown drugs have some unknown responses upon Alzheimer's disease, neuropathy 
and Parkinson's disease. This is insufficient for one of skill in this art to practice this 
invention as claimed. 
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The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-16 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Each of the following applies in all occurrences. 

In claim 1 line 1, "the impact" is queried as no impact is seen in the method. 
There are many Instances of lack of antecedent basis in the claims, such as in claim 1 
"the impact", the biological profile." What may be intended by "a group of living 
systems" Is not seen. In claim 1(b) how the determining is performed is not set forth. In 
claim 1(c) "the information obtained in step (b)" lacks antecedent basis. In claim 5 "use 
Is made of" Is Improper and what the use is has not been set forth in the claims. In 
claim 7 it is difficult to determine which techniques are or are not included. In claim 14 
"(trace) elements" is not understood. 

The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Zetter (2009/0239245) teaches grading cancer treatments. 

Afeyan (2005/0283320) teaches profiling biological systems. 

Schalkowsky (5,563,043) teaches multivariate analysis of antimicrobial 
compounds. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ralph Gitomer whose telephone number is (571) 272- 
0916. The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on (571) 272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Ralph Gitomer/ Ralph Gitomer 

Primary Examiner, Art Unit 1657 Primary Examiner 

Art Unit 1657 



